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- Th MAILING DATE of this communication appears on the cover sheet with the correspondenc address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)E3 Responsive to communication(s) filed on 24 March 2003 . 
2a)(3 This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
Disposition of Claims 

4) IS Claim(s) 10-17 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) M Claim(s) 10-17 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

11) D The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

1 3) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 

a)DAII b)D Some*c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 
Attachment(s) 

1 ) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-1 52) 

3) □ Information Disclosure Statement(s) (PTO-1 449) Paper No(s) . 6) □ Other 



U.S. Patent and Trademark Office ~~ " " ~ — 

PTO-326 (Rev. 04-01 ) Office Action Summary Part of Paper No. 1 4 



Application/Control Number: 09/782,015 
Art Unit: 1654 



Page 2 



DETAILED ACTION 

1. The amendment filed 3-24-03 is acknowledged. Claims 10 was amended. Claims 10-17 are 
pending in this application. 

2. AH rejections made in the previous office action and not cited herein are hereby withdrawn 
in view of Applicants amendment. 

Terminal Disclaimer 

3. The terminal disclaimer filed on 3-24-03 disclaiming the terminal portion of any patent 
granted on this application which would extend beyond the expiration date of 5,855,920 has been 
reviewed and is accepted. The terminal disclaimer has been recorded. 

Claim Rejections - 35 USC § 103 

This application currendy names joint inventors. In considering patentability of the claims 
under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various claims was 
commonly owned at the time any inventions covered therein were made absent any evidence to the 
contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out the inventor and 
invention dates of each claim that was not commonly owned at the time a later invention was made 
in order for the examiner to consider the applicability of 35 U.S.C. 103(c) and potential 35 
U.S.C. 102(f) or (g) prior art under 35 U.S.C. 103(a). 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this tide, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

4. Claims 10-17 remain rejected under 35 U.S.C. 103(a) as being unpatentable over Danielov et 

al. (US5885974) for the resaons set forth in the previous office action and the reasons set forth 

below. 

Applicants argue that Danielov et al. does not teach one or more limitaitons recitted in 
claims 10 and 14 of the claimed invention. Applicants argue that it would not have been obivous to 
adjust the hormone levels as taught by Danielov et al. to render obvious the claimed invention since 
the art teaches against adjusting the hormone levels. Further, there is no motivation to adapt the 
treatment of hemorrhagic shock of the reference to achieve a kit for the treatment of symptoms 
associated with multiple sclerosis. 

Applicant's arguments filed 3-24-03 have been fully considered but they are not persuasive. 

As stated in the previous office action, the specification states that the HGH is administered 
less than .5mg per day (see page 14, lines 1-5). The reference teaches the administration of HGH in 
1-10 micrograms. This concentration is well within the concentration range for HGH disclosed in 
the specification. Further, the reference repeatedly states that the kit can be used in parenteral 
form for the treatment of trauma or shock (see col. 5, lines 15-17). Further, the reference teaches 
that the composition results "in the resumption of normal cell metabolism" and has concentration 
that are within the claimed range (see claim 4). Thus, the composition, since it is given parenterally 
and in the claimed concentration range, the physiological concentration would necessarily be 
achieved. 
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The language of symptoms associated with multiple sclerosis is an intended use limitation 
and intended use or field of use. Such language will not limit the scope of a claim. Moreover, 
where the claimed and prior art products are identical or substantially identical in structure or 
composition, a prima facie case of either anticipation or obviousness has been established. In re 
Best, 195 USPQ 430, 433 (CCPA 1977). 'When the PTO shows a sound basis for believing that the 
products of the applicant and the prior art are the same, the applicant has the burden of showing 
that they are not." In re Spada, 15 USPQ2d 1655, 1658 (Fed. Cir. 1990). Therefore, the prima facie 
case can be rebutted by evidence showing that the prior art products do not necessarily possess the 
characteristics of the claimed product. In re Best , supra. 

Here, the reference teach a composition, similar to the claimed invention, with human 
growth hormone and two other hormones, similar to the claimed invention. The concentration 
disclosed for the hormone are the the same as the concentration claimed in the instant application 
(see claim 31 of the US Patent and 15 of the instant application). Further note that the hormones 
are administered in a amount "sufficient in establishing a regimen for the replenishment of said 
human growth hormone and at lease two of said supplemented hormones to predetermined 
physiological levels." The reference discloses and renders obvious all of the active, non-active 
ingredients and steps of the claimed invention and accordingly, the claimed composition and 
composition disclosed in the US Patent are sufficiendy obvious over one another. 
Rejection is maintained. 



Claim Rejections - 35 USC § 112 
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5. The rejection of Claims 10-17 remain rejected under 35 U.S.C 112, second paragraph, as 
being indefinite for failing to particularly point out and distincdy claim the subject matter which 
applicant regards as the invention is hereby withdrawn. 

6. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 CFR 
1.136(a) will be calculated from the mailing date of the advisory action. In no event, however, will 
the statutory period for reply expire later than SIX MONTHS from the mailing date of this final 
action. 

7. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Anish Gupta whose telephone number is (703) 308-4001. If attempts to 
reach the examiner by telephone are unsuccessful, the examinees supervisor, Brenda Brumback , 
can normally be reached on (703)306-3220. The fax phone number of this group is (703) 308-4242. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to the Group receptionist whose telephone number is (703) 308-0196. 
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